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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the fee 
set forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/14/2006 has been entered. 

Status of Claims 

There is no change in the status of the claims. 

Claims 17,19-32,49-62 are pending. Claims 23,24,26,27,30-32,49-62 remain 
withdrawn from consideration. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 17 and the dependent claims 19-22,25,28,29 are rejected under 35 
U.S.C. 1 12, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventors, at the time the application was filed, had possession of the. claimed 
invention. Claim 17 introduces new matter as it introduces an unsupported specific 
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negative limitation to exclude polyesters which are "not a carboxy-terminated 
polyester". 

A negative limitation must have basis in the original disclosure. Ex parte 
Grasselli, 231 USPQ 393 (Bd. App. 1983), 738 F.2d 453 (Fed. Cir. 1984). MPEP 
2173.05 (I) instructs that any claim containing a negative limitation which does not have 
basis in the original disclosure should be rejected under 35 U.S.C. 112, first paragraph 
as failing to comply with the written description requirement. Note that as "carboxy- 
terminated polyesters" are not positively recited in the specification, they may not be 
explicitly excluded in the claims. 

The examiner has not found ipsis verbis support for this negative claim limitation 
in the specification. Applicant directs attention to p. 16, lines 1-4; however, said section 
does not provide support for this newly introduced negative limitation. With respect to 
showing in US 5,672,659 (incorporated by reference), Fig. 2, addressed by applicant, 
depicts the product of interacting peptide salt with a polyester, whereas the subject of 
negative limitation is the polyester interacting with the salt of peptide, i.e., before the 
interaction. The latter are exemplified on Fig. 1 as all having terminal carboxy group. 
Any negative limitation or exclusionary proviso must have basis in the original 
disclosure. If alternative elements are positively recited in the specification, they may be 
explicitly excluded in the claims. MPEP 2173.05(i). In the instant case, US 5,672,659 
does not provide a disclosure of alternative elements, i.e., disclosure of both carboxy- 
terminated and not carboxy-terminated polyesters interacting with peptide salts. 
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Further, the negative limitation finds no anchor in the explicit claim language. The 
express text of the claims does not prohibit the polyester from being carboxy- 
terminated. The phrase "polyester is not a carboxy-terminated polyester" finds no 
support in the text of the claims. Applicant must cancel the new matter in response to 
this rejection. 

Response to arguments 

Applicant discusses examples in US 5,672,659, which is a reference addressed 
on p. 19 of the specification and is incorporated by reference, and makes a conclusion 
that the reference provides an ipsis verbis support for the negative limitation "to 
exclude polyesters which are not a carboxy-terminated polyester" (emphasis added). 
However, following applicant's reasoning, by excluding exclude "polyesters which are 
not a carboxy-terminated polyester 1 ', the remainder of the genus is a is a carboxy- 
terminated polyester, i.e., exactly the subject matter being excluded by the proposed 
negative limitation. 

The subsequent discussion on pages 1 1 , 12 of the response continues to pursue 
the issue that polyester can be and is described as a carboxy-terminated polyester and 
that this lends support for a limitation to exclude "polyesters which are not a carboxy- 
terminated polyester". Again, the negative limitation reads on polyesters which are 
anything BUT carboxy-terminated polyesters, i.e., to the contrary from what being 
discussed by applicant. 
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Further, with respect to showing in US 5,672,659, Fig. 2, addressed by 
applicant, depicts the product of interacting peptide salt with a polyester, whereas the 
subject of negative limitation is the polyester interacting with the salt of peptide, i.e., 
before the interaction. The latter are exemplified on Fig. 1 as all having carboxy group. 

Any negative limitation or exclusionary proviso must have basis in the original 
disclosure. If alternative elements are positively recited in the specification, they may be 
explicitly excluded in the claims. MPEP 2173.05(i). In the instant case, US 5,672,659 
does not provide a disclosure of alternative elements, i.e., disclosure of both carboxy- 
terminated and not carboxy-terminated polyesters interacting with peptide salts. 

Status of claim rejection under 35 USC § 103 

Rejection of claims 17,19-22,25,28,29 under 35 U.S.C. 103(a) as being 
unpatentable over Hutchinson et al in view of Okada et al or Stap et al and further in 
view of Shalaby et al is withdrawn in view of amendment to the claim 17 disclaiming 
"carboxy-terminated polyesters". The rejection will be re-applied upon removal of new 
matter introduced by the amendment (see above). 

It is noticed that the negative limitation is introduced to distinguish the claims 
from the primary reference, Hutchinson et al (US 5,889,1 10) used in the art rejection of 
record. Note, however, that the elected species of polyester in the instant invention is 
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anionic polylactide-co-glycolide containing COOH groups (i.e., carboxy group not 
necessarily located at C-terminus of the polyester), and that, as discussed in the 
rejection, polylactide-co-glycolide is the preferred anionic polyester used in Hutchinson 
et al. 



This is an RCE of applicant's earlier Application No. 09/744350 All claims are 
drawn to the same invention claimed in the earlier application and could have been 
finally rejected on the grounds and art of record in the next Office action if they had 
been entered in the earlier application. Accordingly, THIS ACTION IS MADE FINAL 
even though it is a first action in this case. See MPEP § 706.07(b). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 
A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Borin whose telephone number is (571) 272- 
0713. The examiner can normally be reached on 9am-5pm. 

f attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571)272-0735 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Michael Borin, Ph.D. 
Primary Examiner 
Art Unit 1631 
mlb 




